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3f\T TpraiTT sfTrJlT'T ri^T513T 
fjrvnyf) 

T# 30^'frTTl', 1987 

^rr.^ Pr. 7 i( 3T) :—aMtJ ift-r ^TRiTlr 

'Orirtr, j 945 qn'IsjfT ^ f’=i^ ftripff 
JTT^, artqfsr ^ »iTWi' ?lfsrfWT, 1 940 ( 1 940 

23) ^ mn 12 flV um 33 ^4 ^rterTHfiTr 

vnTTT ^' 41 'll 

fWTf) 5Tfa^J^fTT iTi.TT.f^. 925(31) 
^7)7^ 1 Tprrf, 198 0 % ■st'irV^' 'ffTTrT % n^fT^, 
SWrOT^, VTPT 2, ’S”'? 3, (i) 

1 ^^rf, 198 6 4f fP4T '741 

-grr rrffr ^irfwiT Jf r9in% I'-PT 4?r 

!tTVTT*RT 'ff, T 7 nt’^’iTT ?! H'i 5 f 4 T 4 tV WPFJ ‘111 ’ 

^ffcrT % 


^rrir cfi^ rrsrq^ ^ ^ 

«fr, afir ^»tr irtfr mr ^ sfh: ■^fi 
trsrq^ 21 wirrf, 198 6 ^ ^?prr 
Orirr w «it; 

3T\r -gjpT UTOT OTJPTt % m‘rj it ^ 

?rrm m stp^t ^ I; 

■grr:, ifWfu arh iT^rrspr pfrwV 1940 

( 1940 pr 23) ^ srm 12 affr tipri 33 sttt 
5 rF®f^T sfTT 

afhrfy 'T^i^PT ^ ^ TPI0 mI 41’^ % 

T^ifi^, 3rW»4 affT srrrrsiiT Kiirifi 1945 ^ 

aflT TTJlicr^' W<^'^ % OtT friPT 4'8T?fr 

:— 

1 . (i) ^ f^TW 41T KfsT'^ fTm afHfer ark 
IT'I.IJH’ J-imTft (n'TtT rruffePT) pTiTR-, 1987 


1536 GI/86 


(1) 
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( 2 ) ^ F S!'Tr?r^ ^ cifTT^ ^ 

ifrii I 

2. STT^^fc? T^T.STfr ?i‘rT# in .-h-, 19-15 rs.'-f 

^■g'iT fTiTF '-I'fr ’rq'r t n ,— 

(^) h-MF 44 % ’i’3¥ (^) al-T wm {^) 

TT, 

srrfa^rft g-Kr 

JTT JTT TKiTT Jr ?TraT|” 

afTT srTfgm^ SRI ??i' srjfrs!^ % 

TTT^r STTO r--p# ,% aiW^i ^Tf 

f^R ^ir JTT ^®rfa:T ttijr ^ ^htct^^cfr 
^rfsr I” ^5^1 ^ ‘TT pR^rfinNir 

sto 5 T«t 5 ,-rP'T, 5 )R?rr ;— 

“f^fsi grn 'SfTRfT t ?'4TpTg far5'^f4?iraiT 
% sjWti iiT fg?rFT q-r qr ^qfa.R I'tTriR 

^ I TT f4r?i'^ Tiw %?grir -(Rf;R sRt ??|- 

srqf5tR %■ fgilT TTIRq-RI^ sfTT ^I'lST^RcT Tlf 

53'*f5?q’ I” 

“fqf«r gRT «rTO‘ f ?«rifqcf -^r ?■■■ f 
srRfsr q’r fqiriq' j-.t qr T?rrq?r ^ 

RTTfj I nT nrklX ? TT 

srq'ivsrq ^ Pnq: •■R’.^wr stir s?{x aiftrfN'cr 
a.-^o. t i” 

(^) fgqF 49 % (gr) 3 ttt (q) 
F— 

“fqqfga' srTfsrqrRl-” gRr \t; tr'rr % 
FrnqrrrqT':g f^gfqtSTqrq' fq^;q fqqq 
% F ^qf^'qfr ^uPf^r, t^ir f RrcR'"gT 

RTrfsr I” sftT “pRfqar snfdqrrTf g-Rr iq- 

5Ff(5R % Pft Ptr fsrRfq^Rq- 

^ snqfsr R fqgTTiT ^grqqi t” % wig <tx 
^Rfr: ?T5g Rg a.-iqr, ?|-ST% :— 

“Msr gRT wT’?:?f F ^ifqR fg^qfq^nRq* # 
f^l,- ^q- ^ tqfsR qffiq- TR.R iq' 

RTTg^imT g-qnsr f qr %,a: ^tttr gRi 
qqpgq ^ RtT TfiR^rwi'cT sf'c?: arfsr^rjRq qitf 
aifirr t" srR 

“fgftr gRr mTcT F ^qrifR fqRrfqsrF-iq ?r 
sftqftr qr fq?rR t rtrsp I r f3\R% qT?? 

%^rqr qrqq'q gT-?:r hRi'^r % fee?; qr-arerr 
STTR ai^T wfe^feg q?rf ■r-iwif | (” 

3. Rqg feqfe % Piqq 49 q-,-- 

(i) (qrqr) R feqr arrirq-r; afe 


[Pari TI—Sec. 3(i)l 

(ii) efi? (q) F, “(iii) qj fife % Rq-^t 
TRx?A (ife t) ^ 

qi” qifRR, 5,'aR aiR RRl feT fe^T 

jijiT,i,' ciT-' qg (iv) g.i qg (iii) T ’leq 

if iT.q-iqtFRT fe'-rr ^’ifeii i 

4 . ■3'qq fTRT — 

(q;) feqq 71 (i) % ’gl' (r), (g') 

(q) 

‘feqfe qr 'qfei.’ff ■’Trgg if pgR- 

rg?ITR4 qf| RnT I fgq s'-f f-T4F % gplgg 
% Pgn; %-ferq g qi^TciT gp f’ afFt 

q-RFR gRr FrRgr tpc-t pgTgpgsrrarq 
ip TggTg ^ "gn~=ff feT 

“tr-r iRgqiRT -:t TRgg gffePfR qr 
pRpR’a'f ^ %es'W aRTgC gRT FR'RrqTR Pggg- 
fg?rrR-r tt ?grggr I” grfei % aqrg gi 
PT^qfefeg Tt gfrorq, Fgfe :— 

“fgpar gT<r ^TRg F ’^qrpgg PgrqV Tisg- 

pgiiTR-T if wT3fr qr wfe-fr icrigg ^ ffrgqi 
t qr fg’fe gia %!=!rrT gRi qpfaiR 

% FFRIgTc-r pg3qrq?ri?T-r arpi; 
qff qf grPt aRg^q ?TgqT t” afpT, 

“pqfe gRT Rrpg if qqrPiq feqr pqgq- 

f^mx ^ fqsrrq it ?qrd“ t qr farafe qw 
%?gpq q-CffTT grqr fv qqfafg % qr-qqr- 
qreq qpq qpj^fqg # qrf a'qg-q "-rggr 
t” aft?: 

“pqpq gRT qiqq q qgTpqg fgfqt pq?q- 

fq-a-TRT % Rqrqq ^qPfeqfT XJ RTTqq qfeTpFfr 
qT pqPqRiT q .^TTcfTf | RT Pq^T gT^ 

TiR'-ffTT gRT gq qqfarq % feq qT-q^TTr^ 
feT qrqgfed €r qf giff qqggq qgfei | i” 

(?q) Prqq 7 6 % qqpgqq (i) % (^), 

(?a), (q), (q) qpq |qp qR^gf — 

“qqfe q;r qqpqq gqrqq ^ qfT pq?q~ 
pT^TgT qr ^qrqq | fqt gq Prqq % qqrqg ^ 
feq %Rrq q^'g-rT gRr qqqqr gp ql t" aftx 

'fergpT qq^TT % qTe^q'grqFg pq^gfeaT^rq 
P pqqrq q ^qrqff I” ^tt 

"%gjfq qqgqq ^ htrit qqq pTfT Pfgg- 
pqgrqq fqpRqr irT^qrqq f' afe; 

“%ferq qTgqg q qr^q^T qqq pqqqfqangrq 
% TTTtqq gafTfqqfT q’ J^qrggf |” afk “%?g|-q 
qTTTT q qT^qqr qRg fgrqp pqqqfqgrrqq gf? 
^gTcTgr ^ q^TTT I”, grsgf % aqrq qg g;q3T: 
fgTgpgrpg-g sT 5 g q# qniq, gT«feT :— 




I'l 11 — 3 11 ] 


■H iTFT spT TTTira jr’T " ■ 'I 


“f^ JTFT 'm^T IT T«TifT^ fVrr 

f<f^?;Tir ir ^rr ■^fsr^ ^^rriTiT 

^ ITT 'TTIT %-itiT TTi^it THfi^ 

^ ftifiT iTr?inT5rF'=r ^ ^ ^ 

TTIT^^PT TTg?^! t” 

“Msr grT 'flT^T it fipifr f^- 

flrTTr^iT ^ f^rlTF ir ’^FrfTT t ITT TTIT 

%??l'iT iTi'T^ smr fiT'iTiftJr^ % Ptf irr^iriTr 
iTTi^gf sfti" "1^ irf iririTfiir 

: 3fh- 

'TtffT grn ttt-^t it fw- 

fTriTT'rT ■■? f^fVTT IT HI'IT^. ^ ITT pTnT% TTTT 
Tijftir iTifT^ 3TTT ^IT JTlfiTTiT t fiTTT ITTUT^ 
JTP^i sfri" irf'T-jfir^ 11^ lit ^ TT^ITT 

^‘’ ; siV 

"fTftr grrr 'frri'iT ir i^'Trf'TiT f^- 

fe(mm ir T^fTririt it t irr 

f5TTT% TTIT %ifriT IT^Ti' gm W snfTiriT % 

fsrn; iTTiTTiTTTTFF iftr TTf^PTf^ ^ irf ^ 
iTJTTTfilT ?T^nT t” ■ 3tV 


11. 

ITT 

TT 

fq 

27(3T), 

"IT^ 17- 

-1-81 

12. 

ITT 

qq 

fq. 

47 8(4T) 

, qrqqr r- 

8-81 

1.1. 

TT 

TT 

fq. 

b2(3r). 

qi^riq 15 - 

2-82 

14. 

ITT 

qq 

fr 

462(3T) 

, qTTfiq 2 : 

2-0-8 2 

15. 

qT, 

,qq 

fq 

.5 1 0 (q) 

, iT'ftiq 2 

b-7-R2 

Ifa. 

TT 

qq 

fi 

13(3T), 

qrn^sf 7-c 

8 3 

17. 

ITT 

qq 


318(q) 

, Trif<T 1 - 

5-8 4 

1 R. 

ITT 

qq 

fq. 

331(q) 

, qiil’^q 8 

-5-84 

lo. 

qT 

.qq 

fq 

460(q) 

, qrifsr 2 

G-6-8 4 

2 0. 

•qr 

qq 

fr 

487(q) 

, qri^)? 2 

-7-84 

21. 

qr 

TT 

fq 

89(q), 

qrfrT ic 

-2-85 

2 2. 

qr 

.qq 

fq. 

788l'q) 

, qr’ff'w 10 -J (bS5 

23. 

•TT 

qq 

fq 

i7(3T), 

qT7;t'''a , 

-1-86 

2 4, 

qT 

qq 


1 049(31), qr’ii'isr 

2 -8-86 

2 5. 

qr 

qq 

fq. 

io6o(3t), qr^ffis 

.‘^-9-8 6 

2 b. 

qr 

qq 

fq 

iii5(q), qrfrqr 

3 0-9-80 


[it 11 ^iT- 1101 t/ 4/ B T-fr iTir n;iT o if qT ir'iR TtJ 
HIT qr. ■TqfRf'JiTiT, iqqq^T irfqq 


tm '*mTT it ^eTTfiTiT f^TTfr 
f^rtTRq qrr uTTqsp ^ irqiqT t itt fi 5 iiT% qriT 
%7Stq iTTqrri- qm fi? qrfiTrq aT f^n; ttT'IPTT 
5TFq ^i" ^ qf tt# ffinTinT ’itsttt 

t 'ifri’' I 


f^wpiT ■—1-5-1979 qip q«TT itTTTftrq TTTqfa' 3 tV 
siTTTTq irrq^ft finriT, 1945 , i^srru'fq' aftr 
qf%rT qr?Trr'q qaTrarq- (ttitiht f^qrq) % 
nqqmT ir TTi^qI%w: fuTiriT artlfu ^-r 

TfiTTEFT ^rM^nrir 3 tV fqiTiT (qt 

fr ifr 17^ rrq ri) ifT ?r?Tfqv: ^ I 

qrrq^q ^qq PnriT qq ifqfTaq qnq ^ 

qqqf^q 


irvrTeT; 

, vTTq 2 , 3 ( 1 ) q 

fqrtTPrPsq sm fqiqr 

sr«rfq: 


1 . iTT.qq.f^. 

1241, qirf^ 6-10-1979 

2 . qr.qq.fq. 

1242, qrff^ 6-10-1 979 

3 . iTT.qq.f^. 

1243, qrflTJ 6-1C-I979 

4 . HT.qq.t^. 

1281, qrftw 12-10-1979 

5. TTT.qq.f^T. 

43 0, qrff’T 19-4-198 0 

6. iTT.qq.f^. 

779 , qrflTj 26-7-1980 

7 . iTT.qq.f^. 

54o(q), qrfra 22 - 9 - 198(1 

8. TTT.qq 

68o(3t), qrfri? 5 - 12-80 

9. iTT.qq fq. 

681(3T), qrff^ 5-12-80 

10 . HT.qq pT. 

682(3t), qrfrsr 5 - 12-80 


MINISTRY OH HEAITH AND FAMILY WELFARC 
(Department of Health) 

New Delhi, the 30th Jantmiy, 1987 
NOTIFICATION 

G.S.R. 71(E).—^Whereas a diaft of ccituin tnlea further to 
amend the Drugs and Cosmetics Rules, 1145. was published, 
as requiied by sections 12 .md 33 of the Diugs and Cosmetic* 

V.. 1140 (23 ot 11411) imdei the lU.ti(ic.ition of ihc Govern¬ 
ment of India, in the Ministry of Health and Family Wclfaro 
(Dcp.irlment of Health), No.'GSR. 925(L). dated the 1st July, 
1986 m the Gazette of India, Extrnoidiuaiy. Fart n. 
Section 3. Sub-section (i), datesl the 1st July, 1986, 
inviting objections and suggeslions from all peraon* 
likely to be affected thereby before the cxpiiy of .i period 
of sixty day.s from the date on whicb the copies of the 
Olficial Gazette containing the said notification were made 
available to the public ; 

'tn 1 vhcrcos the snid Gazette Was made av.uLihle to the 
'll 'll on (ic 2lsl fuly. 1985 

'll' "hole's no obiectiori oi suggestion lus been lecc.vcd 
iiom public on the said draft rules ; 

Now. therefore, in exerci.se of the powcis confeiicd by 
sections 12 and 33 of the Diugs and Cosmetics Act 1940 
(23 of 1940), the Central Government, after consultation 
with (he Drugs Technical Advisoi-y Board, hereby makes tho 
following rules fuither to amend the Drugs and Cosmeto 
Rules, 1945, namely :— 

1, (1) These rules may be called be Drugs and Cosmetici 
fist Amendment) Rules, 1987. 

(2> They shall cune into force on the date of then pub¬ 
lication in the Official Gazette 

2. In the Drugs and Cosmetics Rules, 1945 (hereinafter 
referred to as the said rules), in rules 44 and 49, for tha 
the words “a University recognised for this purpose by tha 
appointing authoritv", wherci'ei thev cecur, tb' word'^ ‘Uid- 
vcisiti established in India by the law or has an equivalent 
qualification recognised and notified by the Central Govern- 
utfftt for such purpose" shall be substituted 
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3. In rule 49 of the suid rules,— 

0) clause (aa) shall be omitted, and 

(ii) in clause (c), the brackets, Fetieis and vvoids— 

‘'(ui| a fellow of the Royal Institute of Chemistry of 
Great Britain (Branch Ej, or” shall be omitted and 
item (iv) shall be renumbered as item (in). 

4, In rules 71 and 76 of the said rules, for the words “a 
University lecogniscd by the Ccntial Goverrmicnt for the 
purpose of this rule”, and “a University lecognised by the 
Central Government", wherever they occui, the following 
■words shall, respectively, be substituted, namely:— 

"a Universitv established in India by law oi his an 
eouivalent qualification recognised and notified by 
the Central Government for such purpose.” 

Note :—The Drugs and Cosmetics Rules. 1945, as amended 
upto 1-5-1979, is contained in the publication of the 
Ministry of Health and Family Welfare (Department 
of Health) containing the Drugs and Cosmetics Acts 
and the Rnles (PDGHS) (61), Subsequently the said 
nilcs have been amended by the following notifica¬ 
tions published in Part II, Section 3 (i) of the Gazette 
of India, namely :— 

1. GSR 1241 dated 6-10-79. 

2. GSR 1242 dated 6-10-79. 

3. GSR 1243 dated 6-10-79. 

4. GSR 1281 dated 12-10-79. 

5. GSR 430 dated 19-4-80. 

6 . GSR 779 dated 26-7-80. 


7. GSR 540(E) dated 22-9-80. 

8. GSR 680(E) dated 5-12-80. 

9. GSR 681(E) dated 5-12-80. 

10. GSR 682(E) dated 5-12-80. 

11. GSR 27(E) dated 17-1-81. 

12. GSR 478(E) dated 6-8-81. 

13. GSR 62(E) dated 15-2-82. 

14. GSR 462(E) dated 22-6-82. 

15. GSR 510(E) dated 26-7-82, 

16. GSR 13(E) dated 7-1-83. 

17. OSR 318(E) dated 1-5-84. 

18. GSR 331(E) dated 8-5-84. 

19. GSR 460(E) dated 20-6-84. 

20. GSR 487(E) dated 2-7-84, 

21. GSR 89(E) dated 16-2-85. 

22. GSR 788(E) dated 10-10-85. 

23. GSR 17(E) dated 7-1-86. 

24. GSR 1049(E) dated 29-8-86. 

25. GSR 1060(E) dated 5-9-86. 

26. GSR 1115(E) dated 30-9-86. 

INo. X-11014|4|83-DMS&PPA] 

S. V SUBRAMANIYAN, It. Secy, 
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